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Fax

To: fdadockets@oc.fda.gov

cc: dwiggin@cfsan.fda.gov, Susan Reid/ITP/Fas@Fas, Deborah
Thompson/ITP/Fas@Fas

Subject: Affidavit Regarding WTO/SPS/USA/703 and 704 (Bioterrorism)

Roseanne Freese

07/25/2003 03:51 PM

Dear Sir/Madame:

| am writing to swear and attest that a set of comments on WTO/SPS/USA/703 and 704 (Docket
#2002N-0277 and #2002N-0275) consisting of an 11-page fax sent by the Government of Japan to the
USDA Foreign Agricultural Service Food Safety and Technical Services Division were received on
Monday, July 7. 2003, the last day allowed for public comment on the two notifications. However, due to
severe staff shortage and my own travel and unexpected illness, | was not able to relay these comments
from the U.S. Enquiry Point to the Food and Drug Administration. [ will fax this affidavit and the
11-page set of comments received from the Government of Jpaapn over to your agency via fax number
301-827-6870. If you have any qu jons, please contact mze:n the number below.

Roseanne Freese -
United States Sanitary Phytosghitary Enquiry Point Officer
Food Safety and Technical Services

International Trade Policy Division

USDA Foreign Agricuitural Service
202 690 1642

Roseanne.Freese@usda.gov
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TO : USDA/FAS/FSTSD
Stop 1027, Room 5545 South Agricultural Building
(PHONE (202) 720 - 2239 FAX (202) 690 - 0677)

CC : Mr. Brian Grunenfelder I
Director, Asia and Americans Division o
Foreign Agricultural Service, USDA
(PHONE (202) 720-1289 FAX (202) 690 - 1093)

FROM : Tadashi SATO, Agricultural Attache
Embassy of Japan
(PHONE (202) 238 - 6721 FAX (202) 265 - 9473)
tadsato @ embjapan.org
T

DATE : July 7, 2003

NUMBER OF PAGES INCLUDING THIS COVER SHEET : 11

Dear Sir / Madame :

Please find attached the comments of Japanese Government on the |United States’
proposed regulatons "Administrative Detention of Food for Human or Animal
Consumption" (G/SPS/N/USA/704) and "Establishment and Maintenange of Records”
(G/SPS/N/USA/703) under the Public Health Security and Bioterroristh Preparedness
and Response Act of 2002. We will send the same paper to FDA and USTR, as well.

Along with our previously submitted comments on the proposed regulaﬁnis "Registration
of Food Facilities” and "Prior Notice of Imported Food,” we would #ppreciate your
consideration and response to these questions and comments.

If you have any questions about the cbmmenfs, please let me know.

With best regards,

Faxt# 201-43(~2€(F
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2002 (DOCKET No. 02N-0275)

The Government of Japan appreciates the opportunity to provide comments on
the United States’ proposed regulation of “Administrative Detention of Food for
Hurman or Animal Consumption” under the Public Health Security ang
Bioterroriam Preparedness and Response Act of 2002, publi.lheﬂ in the United
States’ Federal Register May 9, 2003 and notified to the WT'O Members on May
14, 2008 (G/SPS/N/USA/704). The followings are our questions and commenta.

1. Questions
(1) Wa regard tho condition for detention, “credible evidence or information...
indicating the article presents a threat of serious adverse health consefuences or
death to humans or animals,” as unclear. Please provide us with severs exa.mp]es ;
constituting “credible evidence or information.” -

‘'would naturally take several days for the inspection on certain items to yield
results, would the freight have to be kept detained until the results of
inspection ia obtained? .

(3) Under the proposed regulation, would the FDA send the Detention
directly to the owner, operator, or agent in charge of the place where the

the U.S.?

2. Comments - :
(1) We request that the FDA ensure the proposed regulation to be consiste
the WT'O agreement and not to create an undue burden on trade,

necessary to protect human, animal or plant life or health, baged on sufficient and
scientific grounds under the Agreement on the Application of Sanitary 8
Phytosanitary Measures (SPS Agreement). In light of the obligntion,"pl pas
the scientific grounds the FDA takes into account in introducing this pr
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regulation, and whether the FDA applies the proposed regulation cnly to the
extent necessary to accomplish its ohjectives.

(3) We request that for those exporters who need to ask about “Admini
Detention of Food for Human or Animal Consumption” under thies proposed
regulation, the FDA estsblish consultation service staffed with Japancse speakers
at the U.S. embassy and consulates in Japan. '
(4) The FDA sbould ensure transparent implementation of this section|in order to
prevent this section from becoming unnecessary trade bamer or restri¢tions on
the activities of private burinesses.
(5) In addition to (4) above, when the FDA orders the detentmn of the products at
the port for unloading, the FDA should publish the fact of detention ugh the
Import Refusal Report.

(6) When the FDA gets any information relating to the detention, it should provide
such information to the parties concerned and their countries immediately.

(7) The regulation should stipulate that sufficient compensation for thq detention
should be provided when the detention is found unjust.

(8) In a case where a foreign manufacturer makes proper registration fpr its
export to the U.S. while the manufacturer’s importer/exporter makea incomplete
registration and the export is detained for inapection, the regulation should
stipulate that the detention should not affect the export of the manuf? ar itaelf

or via an importer/exporter other than the importer/exporter which made the )
incomplete registration,

[djoo4a
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July 7, 2003
Questions and Cc.)mmmts by the Government of Japan on United
States’ Proposed Regulation “Establishment and Mainte of

Records (Article 306)” Under the Public Health Security an
Bioterrorism Preparedness and Response Act of 2002 (DOCE
02N-0277)

(BT No.

The Government of Japan appreciates the opportunity to provide comments on
the United States’ proposed regulation of “Establishment and Maintenance of
Records” under the Public Health Security and Bioterrorism Preparedness and

. Response Act of 2002, published in the United States’ Federal Register May 9,

2003 and notified to the WTO Members on May 15, 2003 (G/SPS/N/USA/703). The
followings are our questions and comments.

1. Questions
(1) Please clarify the definition and content of “packing.”

Before going through the customas clearance, packed freighta will be further
fortified, for instance, by hard cartons or wooden frames, in order to aJ:engtben
resistance to frictions and strikes during exporting process. In this cas*a, are hard
cartons and wooden frames that never contact food, as they merely fortify the
“packed” freights, also included in “packing?”’ '

(2) Please clarify the definition and content of “holding.”

In Japan, in order to go through the customs clearance for the exports to the
U.8., freights must be transferred into bonded warehouses or bonded area and be
left there until acquiring the permission of export. Is the restoration only for
receiving the permission of export also included in “holding?”

(3) 21CFR118 requires automatic detention of canned foods when deviation of
thermal processing or sealing is dotected, because the deviation could be life-
threatening. Will the Bioterrorism Act alsc order the automatic detentjon or
inspection of records, when deviation in such critical control points is detected?
(4) Would the FDA directly request for records or directly inspect the rds of
firms that are located outside the U.S.? If not, bow would the DA go gbout
obtaining such records or mahng such inspections? )
(5) Will the FDA accept information by facsimile or e-mail written in J panese"
(6) Some products are forwarded from the original factory to the last shipment via
aeveral distribution bases. Do all of these records have to be maintained? (In
relation to Section 305, is registration required for these relay facilities?)




(7) Will the records be published? '
(8) When the FDA requests the access to the records, how will the tim d.lﬂerence
between foreign countries and the U.S. be dealt with when considering the time
frame required by the regulation? '
(9) This Article 308 stipulates that a foreign facility which holds food to be
consumed in the U.S. must establish and maintain records at the place of the
facility. In this case, we presume that such a foreign facility is equal to the one

~ which is required to be registered in Article 305, according to the explanation by

FDA in relation to this regulation draft, “Proposed Rules” page 25191.
In Japan, however, a warehouse company is in a position only to hdld goods
deposited by the pwner of the goods, and it is not necessarily in a positjon to
obtain information of the goods with regard to exports, such as whether they are
destined to the U.S. or not. Therefore, we are of the view that an owner of gooda,
an exporter in Japan or an importer in the U.S. should be defined as “
facilities” under Artiale 305.

Further, it is also our view that, as in the case of Article 305, an o of goods,
an exporter in Japan or an importer in the U.S. not a warehouse company, which
hold information about export of foods, should be regnired to establish|and

maintain records at the place of a foreign fanhty Please clarify if this
understanding ia correct or not,

(10) According to Sec. 1. 363, failure to establish and maintain records|/will be -
“prohibited acts.” Will there be any criminal charges filed in administrative
sanctions imposed against those who committed “prohibited acts™ eved if they do
not reside in the U.8.7 '

2. Comments

(1) We request that the FDA ensure the proposed regulation to be con.jistent with
the WTO sgreement and not to create an undue burden on trade.

(2) The WT'O Member countries have to apply measures only to the
necessary {o protect human, animal ar plant life or health, based on
scientific grounds under the Agreement on the Application of Sanitary and
Phytosanitary .Measuros (SPS Agreement). In light of the obligation,

extent necessary to accomplish its ohjectives.
(8) We request that for those who need to ask about “Establishment

consultation service staffed with Japanese speakers at the U.S. emba

dioos
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consulates in Japan.
(4) The FDA should only require minimum information necessary to bg kept as
record, 5o as not to create an undue burden on private businesses.

(5) The FDA should give appropriate guidance to pnvate businessea i m
establishing and maintaining the records smoothly, for example, by sh a
model of how records should be kept.

(6) The acope of the contents of the record required by the Bioterrorism Act should
be within those required by current 21 CFR113, 21CFR114, and 2ICF 123 for the
seafood HACCP regulations.

(7) In requiring a record of raw material of a product, the FDA should limit its
requirement to that of major ingredienta of the product.

(8) With regard to the requirements for the creation and the maintenance of
records needed to determine the immediate previous sources and the immediate
subsequent recipients of food (i.e., one up, one down) for “persone other than
transporters,” the FDA should not require any further information not|directly
linksd to the ohjectives of the regulation, such as business situation orjconditions
of the “source” and “recipients.”
(9) The FDA should not require manufacturing and processing records jof fresh
agricultural products that are sold as such on the market.

(10) Under the article, it is required to maintain the records cantaini '
ingredients used in a food product. Though the quantitative formula is excluded, _
we suppose it will result in a part of trade secrets being recorded in te: ofe.g.
the combination of spices. Therefore, we regard it sufficient to maintaih the
records on Nutrition Facts, (Supplement Facts, or its eqmvalents indicated on
final products). l

(11) In other rsgunlations concerning public health security and bioterrgrism such
as Article 307, foreign facilities will not be subject to criminal chargeu
administrative sanctions. It would therefore be appropriate in this re?;laﬁon
(Article 306) to take the same approach not to impose any criminal chirges in

. administrative reasures to foreign facilities.
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HEO TRROBEESEBE /AL ATFa~DRBEUHEE (Z2002F6 AR
) EESK .. HlEBTRRIRO—-oTHS [ITEHEICL2EHES) [TML. B

KBE. 589 BN THRETRICBREN. 581484 TWTO - SPSili¥8 G/5

PS/N/USA/704) &7 MEEdiTiRRIERICR L, =x/+%houAﬁ&&snt:am
BN+ 5. LT, RARBERORMEATR= A FTthB,

1. HfE ,
(1) detentionZ 1T 5 B, “credible evidence or information indicpting..... .
humans or animals” OPIENTFBRETRAZV M EELXILhS. Al @Dﬂfﬁ -
MIZRBERIZTENESH I RBOLIEEORMEE LTRAKNIIREZNL ISR Y
DX 5 2 WD, -
(2) RV YDISR2BATYDL I RBERZINION. REFABIZL > TILEs

EEHIOICKBEETHILDOLHEILFALNSY, TOMRAHIIFR=NLSD

A, '

(3) AIRHBIDT TR, FDAR., £HOFEMOFEE, FEXRXARARE I KEHN
IKHTET 2866, EOBEASE SHAAE. BEXRRERETLEREN T3
ZEBESATHEOM, | |

2. ¥R

(1) SEOBITRAIBRIE KR LORYEL2HBIREL262WED. WTORIE: OXSiE
TRERR T R&Z L,

(2)spsﬁzx‘%@ﬁ%xfaﬂﬂﬁ+9&ﬂ$wmmm§¢i B2RECE
WTDZHMA SN LBRABHDHLENATVWS LIS, FRITRUEBATIICERL
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BCHRTE RN L REXERORERERE CXEEBMICRT S &,

(4) FLBLRBEEE CALXERH~OHIRE 2672V L5, XA
HAMEOREERDS Z &,

EAIZDOWVWT

(5) (4) EMAT, ESTHETCREERILEE, BRSLARINTVERAR

IHiE% (Import refusal report) THARTH I &.

(6) FDAIX, BECBTIHRLALRS. HbiTBKRE - '\VDiéﬂﬁB‘ééﬁﬁ

Z k.

(7) ERADEFRYS L LTRRBELITL, ZASEKR - MBREhBES. +270W

EHFTbhB L SITHETEZ L,

(8) MERERBIIZRBRELT>THIIZbrhbed, MBARK
Wiz EEFTOhIEE, WERENELHLSVMOBHA
S5KE~OBRAIZX LT, NBROEWRB/NIOSRETIIL,
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KB IARORILRME /A F7o~DPERVNEE (20 0 2F 6 AR

0) ) ESC . FrRITRARO—oTh 3 (REOEREUMER) IREL. Bk

Wi, 5 A9 A CHREETHICEREEN, 581 5RHTWTO - SP SiE# (G/SPS/N
/USA/T03) SN7CMBRITRRAIBIINL, = A FETIMRSABEMIHLT & ICEH
T35, BTz, REAREFORMERI A b THS,

1. WM _

(1) packing! DER. REFETHAMZ L TWEE TV,
-RHERBLES LT38E, BREQAINATWIRERWPIIHY LT, SbiC
BUKERABOIRELHBTBRE(N—Fr1— b KEDD, KBRE2TEIRY)
T2 THOMBBEFEE 2175 2 Lici2d, 25 LAEEARIMhS T
¥ D72\ VIRH BB bpackingic S £ h 5 D, - .

(2) Tholding) WER., ABRETHARBMITL TV ERV.

L RER IR ERTERE 21T 5 7o iTiL, RBUKES (bonded warehouse or
bonded srea) ~13¥ (®&) A L. BMHFFAIAHSETER L 2iThiXi
B2V, TOBBFRE[BLOEDETICHAIBEBE bholdingimFENSDD,

(3) 21CFR Part 113ICBD ZHEETIX, MMRE @ H ORI (Deviatfon of

thermal processing and Sealing) XA BEN, £RICEX2ZMNEBLREZ T
TRRENH D EVVSHBETEWFIEALS (autonatic detention) 2XFiITH, ID
Bioterrorism Act THZ 5 LAEREHAKR (Critical control point) DRBLIL,

REROMEC BSOS ORBIT SN DO,
(4)FDAu.*@ﬂmmmfaﬁimcwrsm&mn%w*uri RERomE
21010500, £ TEWEESKIX, YOLSICLTRHEMRLLEY, B

BROBELZITo2VT52L v D,
(5) WME#RE, BABOFAX « A—ARR Y TLEEELZVN,

oo
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(6) MEShARR/FTHHAE, ﬁﬂﬁﬂkiﬂ:ﬁio%iﬁ%ﬁ%ﬁlﬂafa%.
FNRLIZOWTORBRLTRTHEBLTEL I LBUERDOY, EHIOZ X3
0 54ICLEAM T3, ZhAbPEMERLIFNBERISLEZDN,
(7)) RBPLNIBEOABTIILMINAT L3h 5,
w)ﬁﬂmuﬁ%#bbntﬁ%,ﬁimﬂﬁ#*mﬁmr%*én67
s ATEFNFRERZLSICHETADIRIRARTIZZV D,
(9)*ﬁRHwT.#mmﬁwfﬁﬁmﬁmﬁvﬁﬁﬁiﬁﬁﬁBn?ﬁﬁ&LT\

REIBISHRICHT AR ERET S THRER) BXbITbh W52, o
B MEER] SEORRRIZBETSFDAORKAILINIE. | 3 0 5&RITE
WTERTAZ L2RDbATWARREET LD EBDNS (“Proposed Rules”
Page 25191),

ZHLELERARODS, FEREANEIOHTIELRIT THHEZFE L TWVWHIC
TERNI LML, FELERDOLEMITHIENENY > voltbicElT 3
BT LLIERTEY, 305K IBITARROBEBERHRERTHELITRHBA
RETHELZEATVS, '

BRI AR EFIZRBIT ARBOFEREUVHEOBRHIZOVTHL, NERHOWMHIZE
THMBRABEIRMHARERF > BL 25 THD, 30 sié: S 154 £
XIIMHABEN B I I THELBXIBY I H. ! _

(10) Sec. L. 363z Lhil, Eﬁw#ﬁ&ﬂﬁﬁo*ﬁnurﬁmé#fﬁajaa
BEENTWS, 20 FEESRATH) KHENT S L Shiide . HPRExK
EPIZHTE L2VWESTHREE. H3VWWIHBR EOBRONB L RE0M0,

2. BR :

(1) 4EOHITRAENER EOFY2ERLZLAEVWE S, WTOBEL AR
EWRT <&z L,

(2) SPSHEL. EEMABAT SHRIT 5 2RISR LSS LELBREIE
NWTOLBERSNELENHELERTWA LS, ABITRAITBATICERL
THELAREMOREG. RURBTRNSDHRRO L HICLERIROLOTH
ERTHOICOVTHREAE W, _ |

(3) SEOBITRNED IERORERUMR) 2oV THEABENORHES A%
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ETHRTE RN E BARAORBEAEERUKERFBICRITSC L.
(4) RPROERIZYLY, EROBRAZABVE 2 o2VE S REMEIERATICD
WTHESIBDLDLTE T L, ,
(5) FDARBGBREALFTSICLY, ARIRKOERLFEERTES L 5ER
EELICHERTHI L, . :
(6) %A X7 oETERINSB/AEFIT. RITO2ICFR Part 113, Part 114K U
— 7 — FHACCP3RH! (ZICFR Part 123) iR ZEMAK LD LEABZ LOLZE
Lo AT NP
(7) FEASORRICHOVWTIE, YBBRoE~A3FEHIRETSZ L,
(8) BEEHMRRITEII SRIBOMS| % (immediate previous sources and| the
immediate subsequent recipients of foods) DFFEZ T L T HSMENERSH
TV B2, AU EOHE BRI EORECREICHSHEE) Ko T,
RHECHARROBBARIAZVISICTEI L,
(9) MTEFToTWARVARBENIZ VT, MECHTIRSBRIIRLELT
B, : | |
(10) BRORNT. FKHENONEIZHTI2RERLE) LHE0. KB
72— aZ2B8BRAEhDdLLTH, BEHSEOBLXEDLEETDNTR, BV
—FY— Ly hEMbABMIERRT A LicE 30T, RHERICHR
¥+ % Nutrition Facts (% U < [3Supplement Facts) ¢ REOHDTED L
Bbh3az &, ,
(11) A4 FAFoRKITATIHEOMAK (30 74%) EBWTH. ARERITHER
HAINITEHLSORMBAL ENTREY., ZoOHEH (3064) ZHEANTLRAMRIZ
BOhDZ EBEE LW, ’




